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DETAILED ACTION 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 2, 14, and 15 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the 
invention. 

Claim 1 requires the amount of glycerol based on the crosslinked 
hydrophilic polymers is equal to 20 % by weight. Claim 2, which depends on 
claim 1, broadens the limitation of the base claim by increasing the weight 
amount of glycerol to 20-60 % by weight. 

Regarding claims 14 and 15, the phrase "preferably" renders the claim 
indefinite because it is unclear whether the limitations following the phrase are 
part of the claimed invention. See MPEP § 2173.05(d). In this case, it is not 
clear whether the non-preferred species "animal" and "transdermal" in claims 14 
and 15, respectively, should be considered as claim limitations. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 



Application/Control Number: 10/596,194 
Art Unit: 1611 



Page 3 



Claims 1, 2, 4, 6, 7, 9, 13-15 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Becher (US 6153222) in view of Zerbe et al. (US 
6177096 B1). 

Becher teaches a dosage form in film of oral application, comprising a 
mixture of active ingredient, film former, and softeners. See abstract. The 
reference teaches using crosslinked carboxyvinyl copolymers and/or crosslinked 
polyvinyl pyrrolidone as film formers. See col. 2, lines 9-12. The reference 
teaches polyethylene glycol or glycerol as the softener. See Further substances. 
The film is supplied with release paper attached thereon, meeting the instant 
claims 9 and 13. 

Becher fails to teach the amount of glycerol as based on the total amount 
of crosslinked hydrophilic polymers. 

Although Becher teaches the active ingredients suitable for the prior art 
includes dentifrice agents, the reference does not teach the active 
pharmaceutical ingredients of instant claim 7. See Further substances. 

Zerbe teaches a film containing therapeutic agents and/or breath 
freshening agent for use in the oral cavity. See instant claims 5 and 6. The film 
comprises water-soluble polymers selected from water-soluble cellulose 
derivatives and polyacrylates, among others. The reference teaches the film also 
contains one or more plasticizers. Example 1 teaches a dosage form in film form 
obtained from a composition comprising 6 g of glycerol and 30 g of 
hydroxypropylmethyl cellulose (20% of glycerol based on the total amount of the 
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hydrophilic polymer). See instant claim 3. The suitable pharmaceutical actives 
for the oral dosage forms include psychoactive drugs, antihistamines, hormones, 
antibiotics, and chemotherapeutics. See col. 3, lines 16-33. 

It would have been obvious to one of ordinary skill in the art at the time of 
the present invention to modify the teachings of Becher by employing glycerol as 
a softener or plasticizer for the film within the weight amount as taught by Zerbe 
because both references are directed to dosage forms in film forms that utilize 
glycerol as a plasticizer and Zerbe discloses the specific weight amount of 
glycerol used per the weight amount of film-forming polymers used in such 
formulations. 

Claims 3 and 5 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Becher and Zerbe as applied to claims 1, 2, 6, 7, 9, 13-15 
as indicated above, and further in view of Mulye (US 6946146 B2). 

The references fail to teach the specific type of polymers. 

Mulye teaches a polymeric film coating composition for coating a solid 
dosage form of a medicament, where the coating composition controls the 
release of the medicament. See abstract. The reference teaches the crosslinked 
polymethacrylate and polyacrylate polymers derivatized with hydroxyalkyl and/or 
ionizable acid or basic functional groups; crosslinked hydroxypropylcellulose are 
swellable polymer materials. See col. 1 1 , lines 14-32. The reference teaches 
that crosslinked polymers swell in water but will not dissolve, whereas 
uncrosslinked polymers may dissolve subsequent to swelling. See Id. The 
reference also teaches crosslinked polyvinyl pyrrolidone or crosslinked polyvinyl 
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alcohol may be used, suggesting functional equivalency of the polymers of 
Becher and the present claims. 

It would have been obvious to one of ordinary skill in the art at the time of 
the present invention to modify the teachings of the combined references by 
substituting the crosslinked polymers of Becher with crosslinked 
hydroxypropylmethylcellulose or crosslinked polyacrylic acid, as motivated by 
Mulye, because the reference suggests these crosslinked polymers are art- 
recognized functional equivalents which swell in water without dissolution. The 
skilled artisan would have had a reasonable expectation of successfully 
producing a dosage form in film form which swell in water but does not dissolve, 
by combining the teachings of the references. 

Claim 1, 2, 6-9, 13-15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Becher in view of Lydzinski et al. (US 2003/0099692). 

Becher is relied upon as discussed above. 

Becher fails to teach the amount of glycerol as based on the total amount 
of crosslinked hydrophilic polymers. 

Although Becher teaches the active ingredients suitable for the prior art 
includes dentifrice agents, the reference does not teach the active 
pharmaceutical ingredients of instant claim 7. See Further substances. 

Lydzinski teaches a dosage form in film form for delivering a variety of 
agents to a substrate, wherein the active agents may be pharmaceuticals such 
as dentifrice, antiseptics or agricultural agent such as fertilizers. See [0024]; 
Instant claims 6-8. The reference teaches plasticizers such as polyols, 
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particularly glycerine, is used in "any desired amount" to increase the apparent 
flexibility o the film, although the prior art mentions using the plasticizer up to 
about 15 percent by weight of starch component which forms the bases for the 
prior art film form. See [0026]. The reference teaches using chemically modified 
starches well known in the art, including crosslinked starch. See [0013]. 

It would have been obvious to one of ordinary skill in the art at the time of 
the present invention to modify the teachings of Becher by applying the prior art 
film invention to a variety of arts, and formulate a delivery system in film form for 
a variety of active agents as motivated by Lydzinski. 

Although Lydzinski teaches using plasticizers up to about 15 % by weight, 
generally, differences in concentration or temperature will not support the 
patentability of subject matter encompassed by the prior art unless there is 
evidence indicating such concentration or temperature is critical. "[W]here the 
general conditions of a claim are disclosed in the prior art, it is not inventive to 
discover the optimum or workable ranges by routine experimentation." See In re 
Aller . 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). Since Lydzinski 
teaches plasticizers are used in any desired amount, and the purpose of using 
plasticizer is already known, discovering an optimal weight amount of the 
plasticizer to obtain desired flexibility would merely require routine 
experimentations. 

Claims 1, 2, 4, 6-15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Carli et al. (US 5582836) in view of Lydzinski. 
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Carli discloses a therapeutic composition in film form for transdermal 
administration of at least one medicament to human, comprising at least one 
active-ingredient containing layer comprising crosslinked hydrophilic polymers 
such as crosslinked polyvinylpyrrolidone, See col. 2, line 6 - col. 3, line 22. The 
reference teaches the transdermal film may be coated with an adhesive film 
and/or removable protecting sheet. See col. 4, lines 6-9; instant claims 9 and 
10. The medicaments suitable for the invention include analgesics, anesthetics, 
antihypertensives, antidepressants, hormones, psychoactive drugs, etc. See col. 
4, lines 10-33; instant claims 7 and 8. Since the dosage form delivers the active 
ingredient from the film layer to the substrate, it is obvious that the composition 
has concentration gradient. See instant claim 1 1 . 

Carli fails to teach plasticizers. 

Lydzinski teaches a dosage form in film form for delivering a variety of 
agents to a substrate, wherein the active agents may be pharmaceuticals such 
as dentifrice, antiseptics or agricultural agent such as fertilizers. See [0024]; 
Instant claims 6-8. Also disclosed in topical dosage forms for delivering 
analgesics and cosmetic agents such as skin bleaching agent, anti-wrinkle agent, 
and antioxidants, etc. See examples 12-18. The reference teaches plasticizers 
such as polyols, particularly glycerine, is used in "any desired amount" to 
increase the apparent flexibility of the film, although the prior art mentions using 
the plasticizer up to about 15 percent by weight of starch component which forms 
the bases for the prior art film form. See [0026]. The reference teaches using 
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chemically modified starches well known in the art, including crosslinked starch. 
See [0013]. 

It would have been obvious to one of ordinary skill in the art at the time of 
the present invention to modify the teachings of Carli by incorporating plasticizers 
such as glycerin as motivated by Lydzinski because 1) both arts are directed to 
dosage forms in film forms which transdermal^ deliver pharmaceutical agents to 
skin and 2) Lydzinski teaches employing plasticizers such as glycerine to 
increase the apparent flexibility of the film. By combining the teachings of the 
references, the skilled artisan would have had a reasonable expectation of 
successfully producing a transdermal film dosage form with improved flexibility. 

Although Lydzinski teaches using plasticizers up to about 15 % by weight, 
generally, differences in concentration or temperature will not support the 
patentability of subject matter encompassed by the prior art unless there is 
evidence indicating such concentration or temperature is critical. "[W]here the 
general conditions of a claim are disclosed in the prior art, it is not inventive to 
discover the optimum or workable ranges by routine experimentation." See In re 
Aller . 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). Since Lydzinski 
teaches plasticizers are used in any desired amount, and the purpose of using 
plasticizer is already known, discovering an optimal weight amount of the 
plasticizer to obtain desired flexibility would merely require routine 
experimentations. 

Conclusion 

No claim is allowed. 
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